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510(k) Summary

1.0 SUBMITTER INFORMATION JAN - g 2008
1.1 Submitter: ~ SHIMADZU MEDICAL SYSTEMS

20101 South Vermont Ave.

Torrance, CA 90502-1328

PH: 310-217-8855

FX:310-217-8869

1.2 Contact; Don Karle

1.3 Date: April 25, 2007

2.0 DEVICE NAME
2.1 Proprietary Name: SDU-2200Pro
2.2 Common Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Doppler Imaging System
FR # 892.1550, Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System
FR # 892.1560, Product Code 90-IYO
Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu SDU-2200Pro (K061637, Jul./25/06)

3.0 DEVICE DESCRIPTION
The SDU-2200Pro is a mobile diagnostic ultrasound system. This system has flat linear
array, convex linear and sector probe with a frequency range of approximately 2 to 15
MHz. It has B mode, M mode, Pulsed Doppler mode, Continuous Doppler mode,
Color mode, Real time 3D mode, or in a combination of modes.

4.0 INTENDED USE
The SDU-2200Pro is intended for the following applications:
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Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult
Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
SDU-2200Pro has been designed to meet the following voluntary and measurement
standards:

» IEC 60601-1 Safety of Medical Electric Equipment

» UL60601-1:2003 Medical Electrical Equipment Part I : General Requirerents
for Safety

¢ AIUM NEMA UD2 Acoustic Output Measurement Standard for Diagnostic
Ultrasound Equipment

* Acoustic Output Measurement and Labeling Standard for Diagnostic
Ultrasound Equipment Revision 1 {AIUM 1998)

* AIUM NEMA UD3 Standard for Real-time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN -9 2008

Mr. Don Karle

Manager, Customer Service
 Shimadzu Medical Systems USA

20101 South Vermont Avenue

TORRANCE CA 90502

Re: KO71287
Trade/Device Name: Diagnostic Ultrasound System SDU-2200Pro, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 1I
Product Code: TYN, IYQ, and ITX
Dated: December 18, 2007
Received: December 19, 2007

Dear Mr. Karle:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include -
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Diagnostic Ultrasound System SDU-2200Pro, system, as described in your

premarket notification:
Transducer Model Number
L040-075U VAI3R-035U VA40R-035VNU ECI10R-065VPU
L040-120U VA13R-050U VAS7R-0375WU S011-050U
L040-120HU VA20R-035U VASTR-0375HU S017-035U
LO70-075U VA40R-035U TV1IR-055U S020-025U
LO72-050U VA40R-035HU UBI10OR-065U

VA1IR-055U VA40R-035VPU EC11R-055U




Page 2 — Mr. Karle

If your device is classified (see above) into either class IT (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values {e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market,

- If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html
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If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours,

.
N
ancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 1 of 23 .

510(k) Number (if known) : K{)’I l Q\K[

Device Name : Diagnostic Ultrasound Svstem SDU-2200Pro, system

Fill out one form for each ultrasound systern or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Meode of Operation

Clinjcal Application | 4 | B | M | PWD | CWD | Color Power | Color Combined | Tissue
Doppler {dmplitude) | Velocity {Specify)** | Harmonic
Doppler Imaging Imaging

Other
(Specify}

ok

Ophthalmic

Fetal P P P P

DU
o
g
o

Abdpminal PIP| P P P p P P

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ

Specipy) PlP{ P p P P P P

Neonatal
Cephalic

Adudt Cephalic

Cardiac PIP| P P P P _ P P

Transesophageal

Transrectal P|P P P P

=
g
2]

Transvaginal PP} P PP P P P

Transurethral

Intravascular

Peripheral Vascular | [P [P | P T I P | P
Laparoscopic : - — = .

Musculo-skeletal | | P | P | P P | P | 7 | 7P P
Conventional

Musculo-skeletal P|P P P P P P ’ P
Superficial

Other (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

* Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

*** Real time 3D

(PiEASE 10 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTRER PAGE IF NEEDED)

Concurtence of CDRH, Office of Device Evaluation (ODE)

T,

(Division Sign-0ff) £
Division of Reproductive, Abdominal and

Radiologicat Devices
510(k) Number Kb’\ 12571




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) :

Page 2 of 23

KOTIRE ]

Device Name : Diagnostic Ultrasound Systern SDU-2200Pro, 1.040-075U

Fill out one form for each ultrasound system or transducer,

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application

M | PWD

CGWD

Color
Dappier

Power
{Amplitude)
Doppler

Color
Velocity
Imaging

Combined

(Specify}**

" Tissue

Harmoni
c

Imaging

Other
{Specify)

ek

Ophthalmic

Fetal

Abdominal

Intra-operative

(Specify)

Inira-operative
Neurological

Pediatric’

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic
Cardiac

Transesophageal

_Transrectal

Transvaginal

“Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
" Conventional

Musculo-skeletal
Superficial

Other (Specipy)

N= new indication; P= prevmusly cleared by FDA; E= added under Appendix E

Other Indications or Modes:

* Thyroid, Testicles, Bredst

** B/M, B/FWD, CFM(B)/PWD CPFM(B)/CFM(M)

**+*¥ Real time 3D

(PLEASE DO NOT WRITE BELOW THIS l..INE—CON'I'lNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE)

/IZV['{;};I\/
(Division Sign-Off) ¢
Division of Reproductive, Abdominal and

Radiological Davices ;
510(k) Number KO3




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 3 of 23

510(k) Number (if known) : KD—I\ 9\((11

Device Name : Diagnostic Ultrasound System SDU-2200Pro, L040-120U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis.of the human body as follows:

Mode of Operatlon

Clinical Application

A B [M|PwD | cwD T Coler | Power | Color | Combined
Doppler {Amplitude) | Velocity (Specify} **

Tissue
Harmoric

Other
{Specify)

kx

Ophthalmic

Doppler Imaging

Imaging

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic
Cardiac

Transesophageal

| Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular |

Laparoscopic

Musculo-skeletal

Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication;

P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

* Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

**% Real tlme 3D o

(PLEASE DO NOTWRITE BECOW: THIS LINE-CONTINDE, ON ANGTHER PAGE IF NEEDED)

Congurrence of CDRY, Office of Device Evalnation {ODE)}

(Division Sign-0ff) &
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number Kb—l (&Q’l




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 4 of 23 .

510(k) Number (if known) :

KoUg1

Device Name : Diagnostic Ultrasound System SDU-2200Pro. L040-120HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppier analysis of the human body as follows:

Mode of Operation

Clinical Application

M | PWD | CWD | Color Power | Color Combinei
Doppler {Amplitude) | Velocity {Specify)**

Tissue
Harmonic
Imaging

Other
(Specify}

*k¥

Ophthalmic

Doppler Imaging

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

FPediatric

Small Organ
Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E=added under Appendix B

Other Indications or Modes:

* Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

*** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE DN ANDTHER PAGE If NEEDED)

Céncurretice of CDRH, Office of Device Evaludtion (ODE)

(Division Sign-0ff) &
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number Kel1a.87




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 5 of_23

510(k) Number (if known) :

KTk

Device Name :_Diagnostic Ultrasound System SDU-2200Pro, LOT70-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human bady as follows:

Mode of Operatlon

Cliviical Application =

M| PWD | CWD | Color Power | Color Combined
Dappler {Amplitude) | Velocity {Specify)**
Doppler Imaging

Tissue

Harmonic
Imaging

Other
{Specify)

sk

Ophthalmic

Fetal

Abdominal

Intra-operative
Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

" Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

* Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD CFM(B)/CFM(M)

*** Real tlme 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concirrsiics of CDRH, Office of Devics Evaluation (ODE)

g

(Division Sign-0ff) <
Division of Reproductive, Abdominal and

Radiological Devices
510(K) Number K118




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 6 of 23 .

510(k) Number (if known) : Kb’“gg’]

Device Name : Diagnostic Ultrasound System SDU-2200Pro. LO72-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

__Mode of Opgration

Clinical Appfication

M| PWD | CWD | Color T Power Color Combined | Tissue
Doppler (Amplitude} | Velocity (Specifif** | Harmoenic
Doppler Imaging Imaging

Other
(Specify)

ok

Ophthalmic

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular.

Peripheral Vascular —

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal

Superficial

Others (Specify)

N=new indication; P= previously cleired by FDA; E~ added under Appendix E |

Other Indications or Modes:

* Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CEM(B)/CFM(M)

*** Real time 3D

" (PLEASE DO NOT WRITE BELOW TVIS LINE-CONTINOE O ANOTRER PAGE ¥ NEEDED)

Concurrence of CBRH, Office of Divice Evaluation (ODE)

TRl

(Division Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number Kv2g ]




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 7 of 23 .

510(k) Number (if known) : %D‘“ 5\%’\

Device Name : Diagnostic Ultrasound System SDU-2200Pro, VAL 1R-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppier analysis of the human body as follows:

Mode of Operation

Clinical Apphication

‘B { M| PWD | CWD | Color Power Color Combired | Tissite

Doppler {Amplitude} | Velocity (Specrjju) ** | Harmonic

Other
{Specify)

ek

Ophithglmic

Doppler Imaging Imaging

Fetal

PIP| P P P P

P

o

Abdominal

P{P| P P P P P P

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adidt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripherol Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM

*+* Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER. PAGE IF NEEDEDY

Concurrenice. of CDRH; Office of Devics Evaluation (ODE)

\SM o
(Division Sign-Off) 74
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number KO_] {;L%’l




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510¢k) Number (if known) :

AT

Device Name : Diagnostic Ultrasound System SDU-2200Pro. VA13R-035U

Fill out one form for each ultrasound system or transducer.

Page 8 of_23 .

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mods of Operation

Clinical Application A

M | PWD | CWD | Color Power

Doppler {Amplitude}
Doppler

Color
Velocity

Imaging

Combined
{Spectfy) **

"Tissue
Harmonic
Imaging

Other
(Specify)

kK

Ophthalmic

Fetal

Pl P P P

P

-

Abdominal

PP P P

P

3

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

- Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
.Superficial

(L Others Specify) |

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

*+ B/M, B/PWD, CFM(B)/PWD,CFM(B)/CEM(M)

*** Real time 3D

_(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrencs of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0tf) /D

Division of Reproductive, Abdominal and

Radiological Devices
5100 Number A0 LA




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) :
Device Name : Diagngstic Ultrasound Systern SDU

Ky 11287

Fill out one form for each ulirasound system or transducer,

-2200Pro, VAI3R-050U

Page 9 of_23 .

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human bedy as follows:

Clinical Application

Mode of Operation

M| PWD | CWD | Color Power
Doppler {Amplitede}
Doppler

Color
Velocity
imaging

Combined
{Specif)**

Tissue
Harmonic
Imaging

Cther
(Specify}

o

Ophthalmic

Fetal

P| P P P

P

-]

Abdominal

P| P P P

P

Intra-operative

(Specify)

Intra-gperative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

L Adult Cephalic

Cardiac

_Transesophageal

Transrectal

Transvaginal

Transurethral

| Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(BYCFM(M)

*** Realtime 3D

(PLEASE DO.NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

_Radiological Devices

"Concurrencs of CDRE, Offics of Device Evahution (ODE)

Tt

(Division Sign-0ff) 2

Division of Reproductive, Abdominal and

510(k) Number

KOTIART




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 10 of 23

510(k) Number (if anown) : Kb/u 1% /\

Device Name : Diagnostic Ultrasound System SDU-2200Pro, VA20R-035U

Fill out one form for each ultrasound system or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as foliows:

Mode of Operation

Clinical Application A B | M| PWD | CWD | Color Power Color Combined | Tissue
Doppler (Amplitude) | Velocity {Specifi}** | Harmonic
Doppler Imaging Imaging

Other
{Specify

FEk

Ophthalmic

Fetal P|P P P P P P

o

Abdominal PIP| P P P P r P

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Aduit Cephalic

Cardiac P|P P P P P P Iy

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(BYPWD,CFM(B)/CFM(M)

¥*¥ Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE F NEEDED)

Concurrenca-of CDRH, Ofiice 'of Devide Evaluation (ODE)

\Jjj_ég-
(Division Sign-Off) &
Division of Reproductive, Abdominal and
Radiological Devices

510() Number __ Ko1i2g 1




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510k} Number (if known) : KGT (9\&/[

Device Name : Diagnostic Ultrasound System SDU-2200Pro, VA40R-035U

Page

11

of 23

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical
Application

B | M| PWD | CWD | Color Power
Doppler {Amplitude)
Doppler

Color
Velocity
Imaging

Combined
{Specify) **

Tissue
Harmonic

Other
(Specify)

%%

Ophthalmic

Imaging

Fetal

2~
o
=]
-}

P

P

P

Abdominal

PIP| P P P

P

P

Intra-operative

(Specify)

Intra-operative
Newrological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravasculor

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Speci

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(BYCFM(M) _

**% Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Officé of Device Evaluation (ODE)

(Division Sign-Off) 5

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number K03




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 12 of 23

510¢k) Number (if known) : Kb’l (&g’l

Device Name : Diagnostic Ultrasound Svstem SDU-2200Pro, VA40R-035HU

Fill out one form for each ultrasound system or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical A | B { M| PWD ] CWD | Color Power Color Combined | Tissuz
Applic ati on Daoppler (Amplitude) | Velocity {Specifi)** | Harmonic
Doppler Imaging Imaging

Other
(Specify)

ko

Ophthalmic

Fetal S (plp| P P p p P’ P

Aba’ammal P_ P _P P P P P P

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephahc _

Cardiac

' Transesophageal 1

Transrectal

Transvaginal

| Transurethral

Intravascular

" Peripheral Vascular

Laparoscopzc

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new indication; P" previously cleared by FDA,; E= added under Appendix E

Other Indications or Medes:

** B/M, B/PWD, CEM(BYPWD,CFM(B)/CFM(M)

**% Real tn'ne 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Cencurrence- of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) g
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number KoTiR8




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 13 of 23

510(k) Number (if known) : KD/l ‘m

Device Name : Diagnostic Ultrasound System SDU-2200Pro, VA40R-035VPU

Fill out one form for each ultrasound system or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Qperation

Clinical A B | M| FP¥D | cWD | Color Power -Color Combined | Tissue
Application Dappler {Amplitudej | Velocity (Specify}** | Harmonic
. Doppler Imaging Imaging

Other
{Specify)

* ¥k

Ophthalmic

Fetal

1zl=z

N| N N N N N N
Abdominal ) N N N N N

Intra-operative

(Specify)

Intra-operative
Newrological

Pediatric

Small Organ
Specify) *

‘Neonatal
Cephalic

Adult Cephalic

Cardiae

Tb_-anse;opha_geal

Transrectal

T)'ansvagihél

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (.Sjaeci@)

N= new indication; P= previously cleared by FDA; B= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(BYPWD,CFM(B)/CEM(M)

T Real i 3D |

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE.H-T NEEDED)
Concurrence of CDRH, Office-of Device Evaluation (ODE) :

(Division Sign-0f) &
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number Ko7




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) :

g

Page

14 of 23

Device Name : Diagnostic Ulfrasound System SDU-2200Pro, VA40R-035VNU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the humnan body as follows:

Mode of Operation

Clinical
Application

M | PWD | CWD | Color
Dappler

Power
(Amplitude)
Doppler

Color
Velocity
Imaging

Combined
{Specifiy)**

Tissue
Harntonic
Imaging

Other
(Specify

L LS

Ophthalmic

Fetal

N,

N

N

N

N

Abdominal

=z

N| N W
N N

N

N

N

N

N .

Intra-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

| Adult Cephalic

Cardiac -

Transesophageal

Transrectal

Transvaginal

Transurethral

Inrravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new iridic%ion; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

“¥ Real time 3D__

_(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE ¥ NEEDED)

Concurmence, of CDRH, Office of Device Evaluation (ODE)

2P

(Division Sign-0ff)

i

Division of Reproductive, Abdominal and

Radiological Devices K,O’l \ &2 .-\

510(k) Number




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510¢k) Number (if known) :

Ko1iae?

Page

15 of_23

Device Name : Diagnostic Ujtrasound Systemn SPU-ZZOOPI‘.O, VASTR-0375WU

Fill out one form for each ultrasound system or transducer.

Indjcations for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical
Application

Mode of Operation

1M\ PWD | CWD | Color | Power

Doppler {Amplituds)
Doppler

"1 Color

Velocity
Imaging

| Combined

(Specify)**

Tissue

Iinaging

Harmonic

Other
{Specify}

ey

Ophthalmic

Fetal

T 5 T . P

5

P

Abdominal

T .. 7 ~p

P

7

Intra-operative

(Specify)

Intra-operative
Neurclogical

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac™

Transesophageal _

Transrectal

Transvaginal

Transurethral |

Intravascular | |

Peripheral Vascular |

Laparoscopic

Musculo-skeletal
Conventional

 Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes;

** B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

7 Reltme 3D

_ (PLEASE'DO NOT WRITE BELOW THIS LINE-CONIINUE ON ANOTHER PAGE IF NEFDED)

Concurrence of CDRH, Office of Device Evaluation (ODE}

(Division Sign-0ff)

ol

Division of Reproductive, Abdominal and

Radiological Devices
510(K) Number Koliag




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) :

reatelnl

Page

16 of_23

Device Name : Diagnostic Ultrasound System SDU-2200Pro. VASTR-0375HU

Fili out one form for each ulirasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical
Application

M| PWD | CWD | Color

Doppler

Power
{Amplitude)
Dappler _

Color
Velocity
Imaging

Combined

{Specify) **

Tissue
Harmonic
Imaging

Ophthalmic

Fetal

=]

,P.

P

P

Abdominal

P

P

P

Intra-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
Specify} *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal |

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E= added undet Appendix E -

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(B)YCFM(M)

*** Real time 3D

_(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGB IF NED) .

Coneurrence of CDRH, Offics of Dévice Evaluation (ODE)

(Division Sign-Off)

Division of Reproductive, Abdom

Radiological Devices

)
inal and

510(k) Number ..

}{o’\\ag’f




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 17 of 23

510(k) Number (if known) : Kh’( \ g\% ,\

Device Name : Diagnostic Ultrasound System SDU-2200Pro, TV11R-055U

Fill out one form for each ultrasound systetn or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application " | A | B |'M | PWD | CWD | Coler | Power | Color Combined | Tissue
Doppler {Amplitude) | Velocity (Specify)** | Harmonic
Doppler Imaging imaging

Other
{Specify)

*kk

Ophithalmic

Fetal PIP| P P P P P P

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurelogical

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectal P|P| P B P P | P | P

Transvaginal PiP| P | P P P P | . r

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeleial
Superficial

_Others (Specify)

N= new indication; P= previously cleared by FDA; E= added under AppendixE

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CEM(B)/CEM(M)

*** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concisreiice of CDRH, Ofiée of Dévice Evaluation (ODE)

Al
(Division Sign-Off) )
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number Kbv{ ‘ 9\87




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 18 of 23

510(k) Number (if known) :

U129

Device Name : Diagnostic Ultrasound System SDU-2200Pro, IIB10R-065T]

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Qperation

Clinical Application

PWD | CWD | Color Power Color Combined | Tissue
Dappler {Amplitude) | Velocity {Specify)** | Harmonic
Doppler Imaging Imaging

Other
{Specify)

sokk

Ophthalmic

Fetal

Abdomingl .

Intra-aperative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Ce ephqf ic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoseopic

chulo—skeletdl
 Conventional

Musculo-skeletal .

 Superficial

_Others (Specify)

N= new indication; P= prevmusly cleared by FDA E“ added under Appendlx E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

***Realtime 3D

(PLEASE DO NOT WR.ITE BELQW THIS LINE—CONTINUE DN ANOTHER PAGE IF NEEDED)

Concurrence'of CDRH, Officé of Device Evaluation {ODE)

TINT

(Division Sign-Off) 0
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number \‘{b'\\%ﬂ |




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 19 of 23

510(k) Number (if known) : KD—T lﬂg’\

Device Name : Dt

agnostic Ultrasound System SDU-2200Pro, EC11R-(55U

Fill out one form for each ultrasound system or transducer.

Indications for use:

Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Qperation

Clinical Apphication

A .| B | M| PwD]| CcWD | Color 'Power Color Combined | Tissue
Daoppler (Amplitude) | Velocity {Specify)** | Harmonic
Doppler Imaging Imaging

Other
(Specify)

ETTY

Ophthalmic

Fetal

PIP| P P P P P | P

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
{Specify} *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new ‘indication;

P=previously cleared by FDA; £~ added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CEM(B)/PWD,CFM(B)/CEM(M)

*** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE, ON ANOTHER, PAG_E IF NEEDED)

Cohcirrence of CDRH, Office of Device Evalnation (ODE)

(Division Sign-0ff) 2
Division of Reproductive, Abdominal and

Radiologicat Davices
510(K) Number Ko1a3




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510¢k) Number (if known) :

{2

Page 20 of 23

Device Name : Diagnostic Ultrasaund System SDU-2200Pro. EC10R-065VPU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagriostic ultrasound imaging or Doppler analysis of the human body as follows:

. Mode of Operation

Clinical Application

B AM|PWD | CWD | Color
Doppler

Power
{Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specifyi**

Tissue
Harmonic
Imaging

Other
{Specify)

ek

Ophthalmic

Fetal

N|N| N | N

N

N

N

N

_ Abdqmi#al | _ | .

Intra-operative

(Specify)

Intra-operative
| Neurologieal

Pediarric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic |

Cardiac

Tran.sjesgphageaf _

Transrectal

Transvaginal '

z|z
rd

zlz

z|z

z|=z

Transurethral

Intrayascular

Peripheral ‘_Vascularr

Laparoscopic

Conventional

Musculo-skelemf I

Musculo-skeletal
Superficial

Others @eci_@j

Other Indications or Modes:

N=new indication; P= previously cleared by FDA: E= added under Appendix E

** B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

*¥** Real time 3D

 (PLEASE DONOT WRITE BELOW THIS LiNE-CONTINUE ON ANGTER PAGE if REEDED)

Concurrénice of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

Ko1a&]




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 2] of 23

510(k) Number (if known) : % 0/( l 9\8’1

Device Name : _Diagnostic Ultrasound System SDU-2200Pro, S011-850U

Fill out one form for each ultrasound system or transdueer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application

M| PWD | CWD | Color Power Celor Combined Tissue

Doppler (Amplitude) | Velocity (Specify)** | Harmonic

Other
(Specify)

(1Y

Ophthalmic

Doppler Imaging Imaging

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specif;) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E .

Other Ind.ications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(B)PWD,CEM(BY/CFM(M) B/CWD,CFM(B)/CWD

Harmonic Imaging

*** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE ¥ NEEDED)

Concurrence of CDRH, Office 6f Device Evaluation (ODE)

TN

(Division Sign-Otf) &

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number Ko AT |




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 22 of 23

510(k)} Number (if known) : Rb-’( ‘a\g/'\

Device Name : Diagnostic Ultrasound System SDIUJ-2200Pro, 8017-035U

Fill out one form for each ulirasound system or transducer.
Indications for use: Diagnostic ulirasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A 1B | M| PWD | CWD | Color Power Color Combined | Tissue
Doppler (Amplitude) | Velocity (Specify}** | Harmonic
| Doppler Imaging Imaging

Other
(Specify)

*dF

Ophthalmic

Fetal

Abdominal P P P P

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
{Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac PIP| P p p P P p P
Transesophageal '

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E-

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CEM(B)/PWD, CFM(B)ICFM(M),B/CWD CFM(B)/CWD

Harmonic Imaging

*** Real time 3D
: (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) _

Concurrence of CDRH, Office of Device Evaluation (ODE)

RSN
(Division Sign-Off) Z/
Diviston of Reproductive, Abdominai and

Radiological Devices
510(k) Number Ko1tag ™1




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement ~ Page 23 of 23

510(k) Number (if known) : J{O—‘( l&g,\ .
Device Name : Diagnostic Ultrasound System SDU-2200Pro. $020-0250U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A | B | M| PWD | CWD | Color FPower Color Combined Tissue
Dappler {Amplitude) | Velocity (Specifyi** | Harmonic
Doppler Imaging Imaging

Other
{Specify)

wokE

Ophthalmic

Fetal

Abdominal P . P P P

Intra-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonaial
Cephalic

Adult Cephalic

Cardiac PP P P P P P P P

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vaseular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Specify)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M, B/PWD, CFM(B)/PWD,CFM(BYPWD,CFM(B)/CFM(M),B/CWD,CFM(B)/CWD

Harmeonic Imaging

***+ Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Otf) =
Division of Reproductive, Abdominal and

Radiological Devices
5100 Nomber KO 1AL




